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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 28 January 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-25 and 30-48 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1-25 and 30-48 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

The RCE dated 1-28-08 is acknowledged. 
Claims included in the prosecution are 1-25, 30-48. 

Upon consideration, the entire species election requirement as set forth in the 
office action dated 10-20-06 is withdrawn. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1-25 and 30-48 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The fatty phase in claim 1 should be defined since it is unclear as to what is 
included. Triglycerides are oils (fatty phase) and the dependent claim 44 recites 
triglycerides as surfactants. 

What is being conveyed through claim 2? If there are two components, reciting 
the volume of each component without reciting the units is meaningless. 

Claim 3 recites 'oils of inorganic'. What are inorganic oils? 

3. A broad range or limitation together with a narrow range or limitation that falls 
within the broad range or limitation (in the same claim) is considered indefinite, since 
the resulting claim does not clearly set forth the metes and bounds of the patent 
protection desired. See MPEP § 2173.05(c). Note the explanation given by the Board 
of Patent Appeals and Interferences in Ex parte Wu, 10 USPQ2d 2031 , 2033 (Bd. Pat. 
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App. & Inter. 1989), as to where broad language is followed by "such as" and then 
narrow language. The Board stated that this can render a claim indefinite by raising a 
question or doubt as to whether the feature introduced by such language is (a) merely 
exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 1 31 
USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte 
Hasche, 86 USPQ 481 (Bd. App. 1949). In the present instance, claim 15 recites the 
broad recitation natural gums, carboxylic polymers, and the claim also recites xanthan 
gum, guar gum and alginates which are the narrower statement of the range/limitations. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1 -3, 5-6,8-10,12,15-17,1 9-25, 36 and 47-48 are rejected under 35 
U.S.C. 102(b) as being anticipated by Vellekoop (US 4,765,984). 

Vellekoop discloses compositions containing cross-linked alginate (with calcium 
ions; 0.4 to 1 .5 %)) and vegetable oil (2-15 %). The compositions further contain a non- 
ionic surfactant, sorbitan monostearates of polyethylene glycol (col. 3, line 29 through 
col. 6, line 62). 
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6. Claims 1-3, 5-6, 8-10, 12, 15-17, 19-25, 36 and 47 are rejected under 35 
U.S.C. 102(b) as being anticipated by Price (US 5,744,337). 

Price discloses emulsion formulations containing cross-linked alginate with 
calcium ions and oils. The oil phase is in claimed amounts. The composition further 
contains a surfactant such as Tween or triton (col. 3, line 37 through col. 5, line 48, 
Examples and claims). 

7. Claims 1 -3, 6, 8-10,12,1 5-21 , 30-31 , 35-36, 38-43 and 47-48 are rejected under 
35 U.S.C. 102(b) as being anticipated by Bowersock (5,674,495). 

Bowersock discloses alginate compositions containing an antigen and an oil 
phase. The alginate is cross-linked by cations such as calcium. The compositions 
further contain non-ionic surfactants such as Pluronics and Tweens. The oils include 
corn oil, saffloweroil (col. 3, lines 6-65; col. 4, line 52 through col. 5, line 55; examples 
and claims). Although Bowersock does not explicitly teach the claimed P and C ratios, 
since the method of cross-linking and formation of the gel in an emulsion are the same, 
in the absence of showing otherwise, it is the examiner's position that Bowersock's 
compositions will have the same ratios. 

8. Claims 1 -3, 6, 8-1 0,12,1 5-21 , 30-31 , 35-36, 38-43 and 47-48 are rejected under 
35 U.S.C. 102(b) as being anticipated by EP 0048 123 of record. 

EP discloses alginate compositions containing an oil phase. The alginate is 
cross-linked by cations such as calcium. The compositions further contain non-ionic 
surfactants such as acetylated monoglycerides, monoglycerides, diglyderides, 
polyglycerol esters. The oils include corn oil, safflower oil (pages 2-5, Examples and 
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claims). Although EP does not explicitly teach the claimed P and C ratios, since the 
method of cross-linking and formation of the gel in an emulsion are the same, in the 
absence of showing otherwise, it is the examiner's position that EP's compositions will 
have the same ratios. 



(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

9. Claims 1-3, 5, 8-12, 15-21, 31-32 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Aldred (US 2003/0099751). 

Aldred discloses emulsions containing alginate cross-linked with calcium ions 
and oils such as sucrose polyesters and sunflower oil (0029-0034; 0048-0052; claims). 

10. Claims 1-3, 5-6, 8-12, 15-25, 30-32, 34-45 and 47-48 are rejected under 35 
U.S.C. 102(e) as being anticipated by Bowersock (US 2002/0009457). 

Bowersock discloses alginate compositions containing an antigen and an oil 
phase. The alginate is cross-linked by cations such as calcium, manganese, aluminum 
and zinc. The oils include canola oil. (0037-0066; examples and claims). Although 
Bowersock does not explicitly teach the claimed P and C ratios, since the method of 
cross-linking and formation of the gel in an emulsion are the same, in the absence of 
showing otherwise, it is the examiner's position that Bowersock's compositions will have 
the same ratios. 
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Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. Claims 2-14, 17-19, 24-25 and 31-48 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Vellekoop or Price or Aldred or Bowersock (2002/0009457) or 
Bowersock (5,674,495) cited above. 

The teachings o Vellekoop, Price and Aldred have been discussed above. These 
references do not teach other cations or claimed salts. However, since the cross-linking 
of an anionic polymer by a cation is through the ionic linkages, it would have been 
obvious to one of ordinary skill in the art to use any divalent cation or any salt containing 
these cations (ions dissociate in water) with a reasonable expectation of cross-linking by 
these metal ions. Vellekoop, Price and Aldred also do not teach the claimed ratios of P 
and C. However, in the absence of showing the criticality, these are deemed to be 
obvious manipulations practiced by an artisan to obtain the best possible results. These 
references also do not teach all of the claimed oils or surfactants; however, since these 
references teach oil phases and non-ionic surfactants as emulsifiers, it would have been 
obvious to one of ordinary skill in the art to use any oil or non-ionic surfactant with a 
reasonable expectation of emulsification. 

Double Patenting 
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13. Claim 1 is of this application conflict with claim 1 of Application No. 10/679,116. 
37 CFR 1 .78(b) provides that when two or more applications filed by the same applicant 
contain conflicting claims, elimination of such claims from all but one application may be 
required in the absence of good and sufficient reason for their retention during 
pendency in more than one application. Applicant is required to either cancel the 
conflicting claims from all but one application or maintain a clear line of demarcation 
between the applications. See MPEP § 822. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gollamudi S. Kishore, Ph.D whose telephone number is 
(571 ) 272-0598. The examiner can normally be reached on 6:30 AM- 4 PM, alternate 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Krass Frederick can be reached on (571) 272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



GSK 



/Gollamudi S Kishore, Ph.D/ 
Primary Examiner, Art Unit 1612 



